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1. Title, page 1, line 4 through line 5.
Strike: "ADOPTING" on line 4 through "DEFINITIONS;" on line 5

2. Title, page 1, line 9.

Strike: "AND"

Following: "PENALTIES"

Ingert: "; AND AMENDING SECTIONS 37-7-601, 37-7-602, 37-7-603,
37-7-604, AND 37-7-610, MCA"

3. Page 1, line 13 through page 12, line 11.
Strike: everything after the enacting clause
Insert: "Section 1. Section 37-7-601, MCA, is amended to read:

"37-7-601. Scope and purpose. This part applies to a person
or entity engaged in the wholesale distribution of prescription
drugs in this state. The purpose of this part is to:

(1) implement the federal Prescription Drug Marketing Act
of 1987 by providing minimum standards, terms, and conditions for
licensing by the department of persons or entities engaged in
wholesale distributions of prescription drugs; and

{2) ensure the integrity of the state's prescription drug
supply by requiring background checks of wholesale drug
distributors, inspections of wholesale drug facilities, and the

creation of a gystem for tracking wholesale prescrlptlon drugs
that have left the normal distribution channel.

{ znternal rReferences to 37-7-601: None.x}"

Insert: "Section 2. Section 37-7-602, MCA, is amended to read:
"37-7-602. Definitions. As used in this part, the following

definitions apply:

iwxw
wholesale distribution of a prescription drug occurs that each
transaction listed on the pedigree has occurred.

(2) "Authorized distributor of record" means a wholesale
drug distributor with whom a manufacturer has established an
ongoing relationship to distribute the manufacturer's
pbrescription drug. An ondoing relationship is considered to exist
between a wholesale drug distributor and a manufacturer when the
wholesale drug distributor, including the wholesale drug
distributor's affiliated group, as defined in section 1504 of the
Internal Revenue Code of 1986, 26 U.S.C. 1504, complies with

either of the following:
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(a) the wholesale drug distributor has a written agreement
currently in effect with the manufacturer evidencing the ongoing
relationship: or

(b) the wholesale drug distributor is listed on the
manufacturer's current list of authorized distributors of record,
which list is updated by the manufacturer on no less than a
‘monthly basis.

33 (3) "Blood" means whole blood collected from a single
donor and processed either for transfusion or for further
manufacturing. ‘

+2¥(4) "Blood component" means that part of blood separated
by physical or mechanical means.

(5) "cChain pharmacy warehouse" means a physical location
for prescription drugs, devices, or both, that acts as a central
warehouse and performs intracompany sales or transfers of the
prescription drugs to a group of chain pharmacies that have the
same common ownership and control.

(6) "Colicensed" means an instance in which two or more
parties have the right to _engage in the manufacturing or
marketing of the prescription drug, consistent with the U.S. food
-and drug administration definition of manufacturer under the
agency's requlations and guidances implementing the Prescription
Drug Marketing Act of 1987.

(7) "Device" or "legend device" means a device as defined
in 37-2-101 that is required under federal law to be dispensed by
a health care provider or pursuant to a prescription.

' "Drop shipment" means the sale of a prescription drug by
a manufacturer of the prescription drug, the manufacturer's
colicensed partner, the manufacturer's third-party logistics
provider, or the manufacturer's exclusive distributor to a
wholesale drug distributor under which the wholesale drug
distributor takes title to but not possession of the prescription
drug and the wholesale drug distributor invoices the pharmacy,
chain pharmacy warehouse, or other person authorized by law to
dispense and administer the drug to a patient and the pharmacy,
chain pharmacy warehouse, or other authorized person receives
delivery of the prescription drug directly from the manufacturer,
the manufacturer's colicensed partner, the manufacturer's third-
party logistics provider, or the manufacturer's exclusive
distributor.

433(9) "Drug sample" means a unit of a prescription drug
that is not intended to be sold and is intended to promote the
sale of the drug.

(10) T"Facility" means a facility of a wholesale drug
distributor where prescription drugs are stored, handled,
repackaged, or offered for sale.

t4)r(11) rManufacturer" means a person or entity eéengaged in
the manufacturing, preparing, propagating, compounding,

processing, packaging, repackaging, or labellng of a prescrlptlon
drug or device.
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12) "Manufacturer's exclusive distributor" means an erson
who contracts with a manufacturer to provide or coordinate

warehousing, distribution, or other services on behalf of a

manufacturer and who takes title to the manufacturer's

prescription drug, but who does not have general responsibility

to direct the sale or disposition of the manufacturer's
brescription drug. The manufacturer's exclusive distributor must
be licensed as a wholesale drug distributor under this part and
in order to be considered part of the normal distribution channel
must also be an authorized distributor of record.

13) "Normal distribution channel" means a chain of custod

for a prescription drug that goes directly or by drop shipment

from a manufacturer of the prescription drug, the manufacturer's

colicensed partner, the manufacturer's third-party logistics
provider, or the manufacturer's exclusive distributor to:

(a) a pharmacy for distribution to a patient or to any other
designated persons authorized by law to dispense or administer
the drug to a patient;

{b) a wholesale drug distributor for distribution to a ,
pharmacy and then to a patient or to any other designated persons
authorized by law to dispense or administer the drug to a
patient; *
(c) a wholesale drug distributor for distribution to a chain
pharmacy warehouse, then to that chain pharmacy warehouse's

intracompany pharmacies, then to a patient or to any other
designated persons authorized by law to dispense or administer
the drug to a patient; or

(d) a chain pharmacy warehouse for distribution to the chain
pharmacy warehouse's intracompany pharmacies and then to a
patient or to any other designated persons authorized by law to

dispense or administer the drug to a patient.
(14) "Pedigree" means a document or electronic file

containing information that records each distribution of a
prescription drug.

<5r(15) "Prescription drug" has the same meaning as
provided in 37-7-101.

{(16) (a) "Repackage" means repackaging or otherwise changing
the container, wrapper, or labeling to further the distribution
of a prescription drug.

(b) The term does not include the dispensing of prescription
drugs to the patient by a pharmacist.
(17) "Repackager" means a person who repackages.

{18) "Third-party logistics provider" means anyvone who
contracts with a manufacturer to provide or coordinate
warehousing, distribution, or other services on behalf of a

manufacturer, but who does not take title to a prescription drug
or have dgeneral responsibility to direct the rescription drug's
sale or disposition. A third-partv logistics provider must be
licensed as a wholesale drug distributor under this part and, in
order to be considered part of the normal distribution channel,
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must also be an authorized distributor of record.

+6)(19) (a) "Wholesale drug distribution" means ,
distribution of prescription drugs, legend devices, or medical
gases to persons other than a consumer or patient.

(b) The term does not include:

(1) intracompany sales or transfers of prescription drugs,
including a transaction or transfer between a division,
subsidiary, parent, or affiliated or related company under common
ownership or control of a corporate entity or any transaction or
transfer between colicensees of a colicensed product;

(ii) the purchase or other acquisition, by a hospital or
other health care entity that is a member of a group purchasing
organization, of a drug for its own use from the group purchasing
organization or from other hospitals or health care entities that
are members of group purchasing organizations;

(iii) the sale, purchase, or trade of a drug or an offer to
sell, purchase, or trade a drug by a charitable organization
described in section 501 (c) (3) of the Internal Revenue Code, 26
U.S.C. 501(c) (3), as amended, to a nonprofit affiliate of the
organization to the extent otherwise permitted by law;

(iv) the sale, purchase, or trade of a drug or an offer to
sell, purchase, or trade a drug among hospitals or other health
care entities that are under common control. For purposes of this
subsection +6r-tbrtivy (19) (b) (iv), "common control" means the
power to direct or cause the direction of the management and
policies of a person or an organization, whether by ownership of
stock, voting rights, contract, or otherwise.

(v) the sale, purchase, distribution, transfer, or trade of
a drug or an offer to sell, purchase, distribute, transfer or
trade a drug for emergency medical reasons. For the purposes of
this subsection +6rtbrtv)>(19) (b) (v), "emergency medical reasons"”
includes transfers of prescription drugs by a retail pharmacy to
another retail pharmacy to alleviate a temporary shortage.

(vi) the sale, purchase, or trade of a prescription drug
pursuant to a prescription, or an offer to sell, purchase, or
trade a prescription drug pursuant to a prescription, or the
dispensing of a prescription drug pursuant to a prescription;

(vii) the distribution of drug samples by manufacturers'
representatives or distributors' representatives; or

(viii) the sale, purchase, or trade of blood and blood
components intended for transfusion;

(ix) drug returns, when conducted by a hospital, health care
entity, or charitable institution in accordance with 21 CFR
203.23; -

(x) the sale of minimal quantities of prescription drugs by
retail pharmacies to licensed practitioners for office use;

(xi) the sale, transfer, merger, or consolidation of all or
part of the business of a pharmacy or pharmacies from or with
another pharmacy or pharmacies, whether accomplished as a
purchase and sale of stock or business assets;
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{xii) the direct sale, purchase, distribution, trade, or
transfer of a prescription drug from an authorized distributor of
record to one additional authorized distributor of record when
the manufacturer has stated in writing to the receiving
authorized distributor of record that the manufacturer is unable

to supply the prescription drug and the supplying authorized

distributor of record states in writing that the prescription
drug being supplied had until that time been exclusively in the

normal distribution channel;

(xiii) the delivery of or offer to deliver a prescription
drug by a common carrier solely in the common carrier's usual
course of business of transporting prescription drugs when the
common carrier does not store, warehouse, or take legal ownership
of the prescription drug;

{xiv) drop shipments of a prescription drug from a
manufacturer or that manufacturer's exclusive distributor to a

pharmacy or chain pharmacy warehouse; or
(xv) the sale or transfer from a retail pharmacy or chain

pharmacy warehouse of expired, damaged, returned, or recalled
prescription drugs to the original manufacturer or to a third-
party returns processor.

t7r(20) (a) "Wholesale drug distributor" means a person or
entity engaged in wholesale distribution of prescription drugs,
legend devices, or medical gases, including but not limited to
manufacturers, repackers repackagers, own-label wholesale
distributors, private-label wholesale distributors, jobbers,
brokers, warehouses (including manufacturers' and wholesale drug
distributors' warehouses, chain drug warehouses, and wholesale
drug warehouses), independent wholesale drug traders,
manufacturer's exclusive distributors and authorized distributors
of record, drug wholesalers or distributors, third-party

logistics providers, and retail and hospital pharmacies that
conduct wholesale distributions.

(b) To be considered part of the normal distribution

channel, the wholesale drug distributor must also be an
authorized distributor of record."

{Internal References to 37-7-602:
37-7-604x}"

Insert: "Section 3. Section 37-7-603, MCA, is amended to read:
“37-7-603. Prohibited purchase or receipt of drugs --
restrictions on wholesale drug distributors -- penalty penalties.
(1) Except as otherwise provided, it is unlawful for a person to
knowingly purchase or receive a prescription drug from a source

other than a person or entity licensed under this part.
(2) Licensed wholesale drug distributors other than

pharmacies or medical gas suppliers may not dispense or
distribute prescription drugs directly to patients.

(3) It is unlawful for a person to perform or cause the
performance of or aid and abet any of the following acts in this

state:
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(a) failure to obtain a license in accordance with this part
or operating without a valid license when a license is required
by this part;

b) receivin rescription drug returns or exchanges from a
[section 6(1)] are met;

‘{c) selling, distributing, or transferring a prescription
drug to a person who is not authorized to receive the
prescription drug under the law of the jurisdiction in which the
person receives the prescription drug in violation of [section
6(2)1;

{d) failing to deliver prescription drugs to specified
premises as required in [section 6(3)];

{e) accepting payment or credit for the sale of prescription
drugs in violation of [section 6(5)]:

(f) failing to maintain or provide pedigrees as required by
this part; '

(g) failing to obtain, transfer, or authenticate a pedigree
as required by this part;

{h) providing the board or any of its representatives or any
federal official with false or fraudulent records or making false
or fraudulent statements regarding any matter within the
provisions of this part;

(i) obtaining or attempting to obtain a prescription drug by
fraud, deceit, or misrepresentation or engaging in
misrepresentation or fraud in the distribution of a prescription
drug:

(j). except for the wholesale distribution by manufacturers
of a prescription drug that has been delivered into commerce
pursuant to an application approved under federal law by the food
and drug adminigtration:

(i) the manufacturing, repackaging, selling, transferring,
delivering, holding, or offering for sale of any prescription
drug that is adulterated, misbranded, counterfeit, or suspected
of being counterfeit or that has otherwise been rendered unfit
for distribution; or

(ii) the adulteration, misbranding, or counterfeiting of any
prescription drug; ’

(k) receiving any prescription drug that is adulterated,
misbranded, stolen, obtained by fraud or deceit, or counterfeit
or that is suspected of being counterfeit and delivering or
proffering delivery of the prescription drug for pay or
otherwise; or ‘ :

(1) the alteration, mutilation, destruction, obliteration,
or removal of the whole or any part of the labeling of a
prescription drug or the commission of any other act with respect
to a prescription drug that results in the prescription drug
being misbranded. .

(4) The acts prohibited in subsection (3) do not include a
prescription drug manufacturer or an agent of the manufacturer
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obtaining a prescription drug for the sole purpose of testing the
prescription drug for authenticity.

€3r(5) (a) A person who violates the provisions of this
section is guilty of a misdemeamor felony.

(b) A person who negligently engages in the wholesale
distribution of prescription drugs in violation of this part is
guilty of a felony and, upon conviction, shall be punished by
imprisonment for not more than 15 years, by a fine not to exceed
$50,000, or both.

(c) A person who knowingly engages in wholesale distribution
of prescription drugs in violation of this part is quilty of a
felony and, upon conviction, shall be punished by imprisonment

for not more than 25 years, by a fine not to exceed $500,000, or
both."

{ Internal References to 37-7-603: None.x} "

Insert: "Section 4. Section 37-7-604, MCA, is amended to read:
#37-7-604. Wholesale drug distributor licensing

requirements -- fee -- federal compliance. (1) A person or

distribution outlet may not act as a wholesale drug distributor

without first obtaining a license from the board and paying the

license fee. Manufacturers engaged in wholesale drug distribution
are subject to licensing. However, information and gualification
requirements for licensure, beyond those required by federal law
or requlation, do not apply to manufacturers distributing their
own U.S. food and drug administration-approved drugs, unless
specific requirements are considered necessary and the board
adopts appropriate rules.

(2) A license may not be issued or renewed for a wholesale
drug distributor to operate in this state unless the applicant:

(a) agrees to abide by federal and state law and to comply
with the rules adopted by the board; and

(b) pays the license fee set by the board.

(3) Theboard—in—its—discretionmmay regquire—that—a——separate
}icense—be—obtained—for-
) each fa\.ility di;cutly oYX J..udi.l.ct.tly uwned—orop'erated

tbr—arparent—entity with—divisions,—subsidiaries;—or

‘ o s . .

e :!; iIf#In th? gtgts +E :pargt::nj are ::?ﬂ“:FEF F=m
atl—entities+ If a wholesale drug distributor distributes
prescription drugs from more than one facility in the state, the
wholesale drug distributor shall obtain a license for each
facility.

(4) 1In order to obtain and maintain a wholesale drug
distributorship in this state, an applicant shall provide written
documentation to the board attesting that the applicant has
maintained and will continue to maintain:

(a) adequate storage conditions and facilities;

(b) minimum liability and other insurance that may be
required by applicable federal or state law;

-~
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(c) a functioning security system that includes:

(i) an after hours central alarm or comparable entry
detection system;

(ii) restricted access to the premlses,

(iii) comprehensive employee applicant screening; and

(iv) safeguards against employee theft;

(d) a system of records setting forth all activities of
wholesale drug distribution as—defined—in—37=7-602 for at least a
period of the 2 previous years. The system of records must be
accessible, as defined by board regulations, for inspections
authorized by the board.

(e) principals, including officers, directors, primary
shareholders, and management executives, who shall at all times
demonstrate and maintain their responsibility for conducting the
business in conformity with sound financial practices as well as
state and federal law;

(f) complete, updated information, to be provided to the
- board as a condition for obtaining and retaining a license,
pertaining to each wholesale drug distributor to be licensed,
including but not limited to:

(i) all pertinent corporate license 1nformat10n, if
applicable; and

(ii) other information regarding ownership, principals, key
personnel, and facilities;

(g) a written protocol of procedures and policies that
assures ensures preparation by the wholesale drug distributor for
the handling of security or operational problems, including but
not limited to those caused by:

(i) natural disaster or government emergency;

(ii) inventory inaccuracies or product shipping and
receiving;

(iii) insufficient inspections for all incoming and outgoing
product shipments;

, (iv) lack of control of outdated or other unauthorized
products;

(v) inappropriate disposition of returned goods; and

(vi) failure to promptly comply with product recalls; and

(h) operations in compliance with all federal requirements
applicable to wholesale drug distribution.

(5) An agent or employee of a licensed wholesale drug
distributor need not be licensed as a wholesale drug distributor.

6 In addition to any other requirements as provided b
law or regulation, the board shall require from each wholesale
drug distributor applying for a license pursuant to this part the
name and fingerprints of the applicant's designated
representative for the facility and the following information
relating to the designated representative: '

a) the person's places of residence for the past 7 years;

(b) the person's date and place of birth;

the person's occupations ositions of employment, and

8 HBO053603.as0




offices held during the past 7 years;

(d) the principal business and address of any business,
corporation, or other organization in which the person held
office or in which each occupation or position of employment was
carried on;

(e) whether, during the past 7 years, the person has been
the subject of any proceeding for the revocation of any license
and, if so, the nature of the proceeding and the disposition of
the proceeding;

(f) whether, during the past 7 years, the person has been
enjoined, either temporarily or permanently, by a court of
competent jurisdiction from violating any federal or state law
requlating the possession, control, or distribution of
prescription drugs, together with details concerning the event;

(g) a description of any involvement during the past 7 years
by the person with any business, including any investments, other
than the ownership of stock in a publicly traded company or
mutual fund, that manufactured, administered, prescribed,
distributed, or stored pharmaceutical products and any lawsuits
in which any one of the businesses was named as a party;

(h) a description of any felony criminal offense of which
the person, as an adult, was found gquilty, regardless of whether
the person pleaded guilty or nolo contendere. If the person
indicates that a criminal conviction is under appeal and submits
a copy of the notice of appeal of that criminal offense, the
applicant shall, within 15 days after the digposition of the
appeal, submit to the board a copy of the final written order of
disposition.

(i) a photograph of the person taken in the previous 30

days.

(7) The board may not issue a license to an applicant unless
the board:

(a) conducts a physical inspection of the facility at the
address provided by the applicant if the facility is in this
state; and

(b) determines that the designated representative meets the
following qualifications:

(i) is at least 18 years of age;

(ii) has been employed full time for at least 3 years in a
pharmacy or with a wholesale drug distributor in a capacity
related to the dispensing and distribution of and recordkeeping
relating to prescription drugs;

(iii) is employed by the applicant full time in a managerial
level position;

(iv) is actively involved in and aware of the actual daily
operation of the wholesale drug distributor;

(v) is physically present at the facility of the applicant
during regular business hours, except when the absence of the
designated representative is authorized, including but not
limited to sick leave and vacation leave;

9 HB053603.aso0




(vi) is serving in the capacity of a designated
representative for only one applicant at a time except where more
than one licensed wholesale drug distributor is colocated in the
~ same facility and the wholesale drug distributors are members of
an affiliated group, as defined in section 1504 of the Internal
Revenue Code, 26 U.S.C. 1504; and

(vii) does not have any convictions under any federal,
state, or local laws relating to wholesale or retail prescription
drug distribution or distribution of controlled subsgtances.

(8) The board shall require each wholesale drug distributor
applving for a license to submit a bond of at least $100,000 or
other equivalent means of security acceptable to the board, such
as an irrevocable letter of credit or a deposit in a trust
account or financial institution, payable to the state. Chain

pharmacy warehouses that are engaged only in intracompany
transfers are exempt from the bond requirement. The purpose of

the bond is to secure payment of any fines or penalties imposed
by the board and any fees and costs incurred by the board
regarding the license that are authorized under state law_and
that the licensee fails to pay 30 days after the fines,
penalties, or costs become due. The board may make a claim
against the bond or security until 1 year after a license ceases
to be valid. The bond must cover all facilities operated by the
agpllcant in thig state.

(9) The board shall submit the fingerprints provided by an
applicant pursuant to subsection (6) to the department of justice
for a statewide criminal records check and for forwarding to the
federal bureau of investigation for a national criminal records
check of the applicant.

(10) Except as otherwise required by law, information
provided pursuant to this section may not be disclosed to any
person or entity other than the board unless the information is
needed for licensure or monltorlng purposes by another state
entity. '

+6>(11) For purposes of this section, all rules and
regulations promulgated by the board must conform to the
wholesale drug distributor licensing guidelines formally adopted
by the United States food and drug administration. If a—comflict
an inconsistency or contradiction arises between a food and drug
administration guideline and a rule or regulation of the board,
the former controls, unless the Montana provisions are more
stringent."

{Internal References to 37-7-604: None.x} "
Insert: "Section 5. Section 37-7-610, MCA, is amended to read:
n37-7-610. Rulemaking authority. The board shall adopt
rules and regulations necessary to carry out the purpose and
enforce the provisions of this part. If an inconsistency or
contradiction arises between the rules and regulations comfiict
with and the wholesale drug distribution guidelines promulgated
by the United States food and drug administration, the latter
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control, unless the Montana provisions are more stringent."

{Internal References to 37-7-610: ane.x}“

Insert: "NEW SECTION. Section 6. Restrictions on
transactions. (1) A wholesale drug distributor shall receive
prescription drug returns or exchanges from a pharmacy or chain
pharmacy warehouse pursuant to the terms and conditions of the
agreement between the wholesale drug distributor and the pharmacy
or chain pharmacy warehouse. The returns or exchanges that
include the returns of expired, damaged, recalled, or other
unsalable pharmaceutical products may be distributed by the
receiving wholesale drug distributor only to either the original
manufacturer or to a third-party returns processor. Returns or
exchanges of salable or other prescription drugs, including any
redistribution by a receiving wholesaler, are not subject to the
_pedigree requirements of [section 7] as long as the transactions
are exempt from pedigree under the U.S. food and drug
administration's currently applicable prescription drug marketing
guidelines. Wholesale drug distributors and pharmacies must be
held accountable for policing their returns process and ensuring
that their operations are secure and do not permit the entry of
adulterated or counterfeit prescription drugs.

(2) A manufacturer or wholesale drug distributor shall
furnish prescription drugs only to a person licensed by the
board. Before furnishing prescription drugs to a person not known
to the manufacturer or wholesale drug distributor, the
manufacturer or wholesale drug distributor shall contact the
board to affirmatively verify that the person is legally
authorized to receive the prescription drugs.

(3) Prescription drugs furnished by a manufacturer or
wholesale drug distributor may be delivered only to the premises
listed on the license. However, the manufacturer or wholesale
drug distributor may furnish prescription drugs to an authorized
person or agent of that person at the premises of the
manufacturer or wholesale drug distributor if:

(a) the identity and authorization of the recipient is
properly established; and

(b) this method of receipt is employed only to meet the
immediate needs of a particular patient of the authorized person.

(4) Prescription drugs may be furnished to a hospital
pharmacy receiving area if a pharmacist or authorized receiving
employee signs, at the time of delivery, a receipt showing the
type and quantity of the prescription drug received. Any
discrepancy between the receipt and the type and quantity of the
prescription drug actually received must be reported to the
delivering manufacturer or wholesale drug distributor by the next
business day after delivery. '

(5) A manufacturer or wholesale drug distributor may not
accept payment for or allow the use of a person's or entity's
credit to establish an account for the purchase of prescription
drugs from any person other than the owner or owners of record,
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the chief executive officer, or the chief financial officer
listed on the license of a person Or entity legally authorized to
receive prescription drugs. Any account established for the
purchase of prescription drugs must bear the name of the
licensee." ;

Insert: "NEW SECTION. Section 7. Pedigree requirements. (1)
Except for the original manufacturer of the finished form of the
prescription drug, each person, including a repackager, who is
engaged in wholesale distribution of prescription drugs that
leave or have ever left the normal distribution channel shall
provide a pedigree to the person that receives the prescription
drugs.

(2) A retail pharmacy or chain pharmacy warehouse is
required to comply with the requirements of this section only if
the retail pharmacy or chain pharmacy warehouse engages in
wholesale distribution of prescription drugs.

(3) The board shall conduct a study to be completed no later
than July 1, 2009, that includes consultation with manufacturers,
wholesale drug distributors, and pharmacies responsible for the
sale and distribution of prescription drug products in this
state. Based on the results of the study, the board shall
establish a mandated feasible implementation date for electronic
pedigrees.

(4) Except for the original manufacturer of the finished
form of the prescription drug, each person, including a
repackager, who is provided a pedigree for a prescription drug
and who attempts to further distribute that prescription drug
ghall affirmatively verify before any distribution of a
prescription drug occurs that each transaction listed on the
pedigree has occurred.

’ (5) The pedigree must include all necessary identifying
information concerning each sale in the chain of distribution of
the product from the manufacturer through acquisition and sale by
any wholesale drug distributor or repackager until final sale to
a pharmacy or other person dispensing or administering the
prescription drug. At a minimum, the pedigree must include:

(a) the name, address, telephone number, and, if available,
e-mail address of each owner of the prescription drug and each
wholesale drug distributor of the prescription drug;

(b) the name and address of each location from which the
prescription drug was shipped, if different from the owner's;

(¢) transaction dates;

(d) certification that each recipient has authenticated the
pedigree; -

: (e) the name of the prescription drug; ,

(f) the dosage form and strength of the prescription drug;

(g) the size of the container;

(h) the number of containers;

(i) the lot number of the prescription drug; and

(j) the name of the manufacturer of the finished dosage
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form.

(6) Each pedigree must be:

(a) maintained by the dispensing pharmacy or individual and
the wholesale drug distributor for 3 years from the date of sale
or transfer; and

(b) available for inspection or use within 2 business days
upon a request by the board or an authorized officer of the law.

(7) The board shall adopt rules, including a standard form,
relating to the requirements of this section."

Insert: "NEW SECTION. Section 8. Enforcement -- cease
distribution order. (1) The board shall issue an order requiring
the appropriate person, including the manufacturers, wholesale
drug distributors, or retailers of the prescription drug, to
immediately cease distribution of the prescription drug in or to
this state if the board finds that there is a reasonable
probability that:

(a) a wholesale drug distributor, other than a manufacturer,
has:

(i) violated a provision of this part; or

(ii) falsified a pedigree or sold, distributed, transferred,
manufactured, repackaged, handled, or held a counterfeit
prescription drug intended for human use;

(b) the prescription drug at issue in subsection (1) (a) (ii)
could cause serious, adverse health consequences or death; and

(c) other procedures would result in unreasonable delay.

(2) An order under subsection (1) must provide the person
subject to the order with an opportunity for an informal hearing,
to be held not later than 10 days after the date of the issuance
of the order, on the actions required by the order. If, after a
hearing, the board determines that inadequate grounds exist to
support the actions required by the order, the board shall vacate
the order." ‘

Insert: "NEW SECTION. Section 9. ({standard} Severability. If
a part of [this act] is invalid, all valid parts that are
severable from the invalid part remain in effect. If a part of
[this act] is invalid in one or more of its applications, the
part remains in effect in all valid applications that are
severable from the invalid applications."

Insert: "NEW SECTION. Section 10. {standard} Codification
instruction. [Sections 6 through 8] are intended to be codified
as an integral part of Title 37, chapter 7, part 6, and the
provisions of Title 37, chapter 7, apply to [sections 6 through
8]."

- END -
Explanation - These amendments would create a substitute bill for
HB536, to incorporate most of the material from HB536 into
existing sections of Title 37, Chapter 7, Part 6, the section of

13 HB053603.as0




"law that governs wholesale drug distributors. The changes are as
follows: v

1) Section 1 of the amendments adds new language to 37-7-601, to
include the purpose of the changes contained in HB536 into the
existing Scope and Purpose section of this part.

2) Section 2 of the amendments brings the definitions from HB536
into 37-7-602, the existing definitions section for this part. A
few minor changes are made to the wording of a couple of HB536
definitions; otherwise, they are included in the amendments as
they were presented in the bill.

3) Section 3 of the amendments brings the provisions of Sections
7 and 8 of HB536 (prohibited activities and criminal penalties)
into 37-7-603, the existing section of law dealing with
prohibited activities and penalties.

4) Section 4 of the amendments brings in much of the language
from Section 3 of HB536, to incorporate those licensing
provisions into the existing licensing requirements in 37-7-604.

5) Section 5 of the amendments makes a minor change to the Board
of Pharmacy's rulemaking authority provisions.

6) Sections 6, 7 and 8 are the remaining sections of HB536 that
did not fit into the existing wholesale drug distributor laws:
restrictions on transactions, pedigree requirements, and
enforcement provisions. Minor changes were made to a few
sentences, but otherwise, the language is the same as the
original HB536 language.

7) Section 9 adds a severability provision that would kick in if
any part of the new law is struck down; the remaining portions
that were not ruled invalid would remain in force.

8) Section 10 codifies the new sections into the same section of
wholesale drug distribution laws that the other provisions were
amended into, under the Board of Pharmacy. This changes the
earlier codification, which would have placed the new law in the
public health statutes.

14 HB053603.aso
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‘ A BILL FOR AN ACT ENTITLED "AN ACT ADOPTING THE "WHOLESA E LICENSURE AND PRESCRIPTION
MEDICATION INTEGRITY ACT", PROVIDING DEFINITIONS PROVIDING LICENSE REQUIREMENTS AND

PROCEDURES FOR WHOLESALE DISTRIBUTORS OF - PRESCRIPTION DRUGS; PROVIDING
RESTRICTIONS ON TRANSACTIONS INVOLVING PRESCRIPTION DRUGS; PROVIDING FOR PEDIGREES

FOR PRESCRI PTION DRUGS; PROVIDING ENFORCEMENT PROVISIONS; PROHIBITING CERTAIN ACTS;
b AMENDING sgeTone 31-1-60l, 37-1-Goz, 37-7-Lo3
AND PROVIDING PENALTIES. 3-,- 7-Lod, AND 31-"1-lLl0o, HMeA 4

© o ~N oO- oF

- =)
- O

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:

SEY
N

NEW SECTION. Section 1. Short title. [Sections 1 through 8] may be known and may be ci

14 “Wholesale Licensure iption Medication Integrity Act".

15
18 NEWSECTION. S - nitions. As used in [sections 8], unless the context requires
17 oth . ollowing definitions apply: Al defFinwons belows

tnco povpted, e 237-1-e02
18 (1) "Authenticate” means to affirmatively venfy before any wholesale distribution of a prescription drug

——

19  occurs that each transaction listed on the pedigree has occurred.

20 2) "Authorized distributor of record” means a wholesale distrIbutor with whom a manufacturer has
21 established an ongoing relationship to distribute the manufacturer's prescription drug. An ongoing relationship
22 s considered to exist between a wholesale distributor and a manufacturer when the wholesale distributor,
23 including the wholesale distributor’s affiliated group, as defined in section 1504 of the Internal Revenue Code of
24 1986, 26 U.S.C. 1504, complies with either of the following: ‘ ,

25 (a) the wholesale distributor has a written agreement currently in effect with the manufacturer evidencing
26 the ongoing relationship; or

27 (b) Ihe wholesale distributor is listed on the manufacturer's current list of’authorized distributors of record,

28 which list is updated by the manufacturer on no less than a monthly basis.

29 . # "
30 (4) "Chain pharmacy warehouse" means a physical location for prescription drugs, devices, or both, that
égisla,tive ) ' .
ervices -1- : Authorized Print Version - LC 2139
Dijvision
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acts as a central warehouse and performs intraoompany sales or transfers of the prescription drugs to a group »

2 of chain pharmacies that have the same common ownership and control.
3 (5) "Co-licensed preduet’ means a—presenpeen-dmg-‘ ektmprg in whrch two or more partres have the rrght to
nS (s et \.\u.—’:b: u.s.
¢ et maesyin gy raeng v it g 307 SE TR DA e
5 (6) "Drop shipment" means the sale of a prescription drug by a manufacturer of the prescnptron drug, N"a
6 the manufacturer's co-licensed preduet- partner, the manufacturer's third-party logistics provider, or ﬁhq_ﬁ 87
7 manufacturer‘s exclusive distributor to a wholesale distributor under whrch the wholesale distributor takes title
8 to but not possessron of the prescnptron drug and the wholesale drstnbutor invoices the pharmacy, charn
9 ‘pharmacy warehouse or other person authonzed by Iaw fo drspense and ‘administer the drug to a patient and
: 10 - the pharmacy, chain pharmacy warehouse, or other authorized person receives delrvery of the prescrrptron drug
11 directly from the manufacturer, the manufacturer's co-licensed-preduetspartner, the manufacturer's third-party
12 logistics provider, or the manufacturer's exclusive distributor.
13 (7) "Facility" means a facility of a wholesale distributor where prescription drugs are stored, handled, V
14 repackaged, or offered for sale.
15 (8) "Manufacturer" means a person licensed or approved hy the federal food and drug administration
16 to engage in the manufacture of drugs or devices. v
17 (9) "Manufacturer's exclusrve drstributor" means any person who contracts with a manufacturer to
18 provide or coordinate warehousmg, distribution, or other services on behalf ofa manufacturer and who takes tite
19  to the manufacturer's prescription drug, but who does not have general responsibili_ty to direct the sale or
20 disposition of the manufacturer's presoription drug. The manufacturer's exclusive distributor must be licensed as
21 awholesale distributor under [sections 1 through 8] and in order to be considered part of the normal distribution
22 channel must also be an authorized distributor of record. v
23 (10) "Normal distribution channel" means a chain of custody for a prescription drug that goes from a
24 manufacturer of the prescription drug, the manufacturer's co-licensed partner, the manufacturer's third-party
25 logistics provider, or the manufacturer's exclusive distributor to: |
26 (a) a pharmacy for distribution to a patient or to any other designa(ed persons authorized by law to.
27 dispense or administer the drug to a patient; ‘
28 (b) awholesale drstrrbutor for distribution to a pharmacy and then to a patient or to any other desrgnated
29  persons authorized by law to dispense or administer the drug toa patlent
30 -(c) a wholesale distributor for distribution to a chain pharmacy warehouse, then to that chain pharmacy

Legislative ' 3
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23
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29
30

warehouse's intracompany pharmacies, then to a patient or to any other designated persons authorized by law
to dispense or administer the drug to a patient; or

(d) a chain pharmacy warehouse for distribution to the chain pharmacy warehouse's intracompany‘
pharmacies and then to a patient or to any other designated persons authorized by law to dispense or administer
the drug to a patient. '

(11) "Pedigree" means a document or elebtronicﬁle containing information that records each distribution
of a prescription drug. ' | '

(12) "Prescription drug” means any drug, including any biologiéal product, except for blood and blood
compohents intended for transfusion or biological products that are also medical devices, required by federal law
or regulation to be dispensed only by a prescription, including finished dosage fqrms and bulk drug substances
subject to section 503(b) of the Federal Food, Drug, and Cosmetic Act, 21 US.C. 353(b).

(13) (a) "Repackage" means repackaging or otherwise changing the container, wrapper, or labeling to
further the distribution of a prescription drug. |

(b) The term does not include the dispensing of prescription drugs to the patient by a pharmacistQ

(14) "Repackager” means a pérson who repackages. } ' | |

(15) "Third-party logistics provider" means anyone who contracts with a manufacturef to provide or
coordinate warehousing, distribution, or other services on behalf ofa manufactUrer. but who does not take title
to a prescription drug or have general responsibility to direct the prescription drug's sale or disposition. A
thnrd-party logistics provider must be Iloensed as a wholesale distributor under [sections 1 through 8] and, in order
to be considered part of the normal distribution MwLmusials&bean.authorlzed distributor of record.

distribution" means distribution of prescripti gs to persons or entities other tha

L‘_ uses 31-TLoz 4 w.un?omhr
(b) The term does not include: &\ e w\...h'fn Fom ~tis
RO ? A Lewe 20
(i) intracompany sales or transfers of prescription drugs, mcludlng a ansactxon or transfer between a

division, subsidiary, parent, or affiliated or reiated company under common ownership or control of a corporate

entity or any transaction or transfer between co-licensees of a co-licensed product;

(ii) the sale, purchase, distribution, trade, or transfer of a prescription drug or offer to sell, pui'chase,'
distribute, trade, or transfer a prescription drug for emergency medical reasons;
(iii) the distribution of prescription drug samples by a manufacturer's representative;

(iv) drug returns, when conducted by a hospital, health care entity, or charitable institution in accordance

Legislative
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1 with 21 CFR 203.23;

2 (v) the sale of minimal quantities of prescriptibn drugs by retail pharmacies to licensed practitioners for

3 office use; o

4 (vi) the sale, purchase, or trade of a prescription drug pursuant to a prescription, an offer to sell,

5 purchasé,' ortradea prescription drug pursuant to a prescription, or the dispensing of a prescﬁption drug pursuant

6 to a prescription;

7 (vii) the sale, transfer, merger, or cbn_solidation of all or part of the business of a pharmacy or pharmacies
J) 8 from or with another pharmacy or pharmacies, whether accomplished as a purchase and sale of stock or

5 9 business assets; \

-
o

(viii) the direct sale, purchase, distribution, trade, or transfer of a prescription drug from an authorized

=N
-

distributor of record to one additional authorized distributor of record when the manufacturer has stated in writing

-
N

to the receiving authorized distributor of record that the manufacturer is unable to supply the prescription drug

-
w

and the supplying authorized distributor of record states in writing that the prescription drug being supplied had

-
-

until that time been exclusively in the normal distribution channel;
(ix) the delivery of, or offer to deliver a prescription drug by a common carrier solely in the common

carrier's usual course of business of transporting prescription drugs when the common carrier does not store,

—h
-~

warehouse, or take legal ownership of the prescription drug;

-
[+~

(x) drop shipmentsofa prescﬁption drug from a manufacturer or that manufacturer's exclusive distributor

-
©

to a pharmacy or chain pharmacy warehouse; or

: +¢n.. :'fwg, aﬂ.m&.‘ o -(—“j ¥ PN = VIR
> o

Bl Ve
NN
- o

(xi) the sale or transfer from a retail pharmacy or chain pharmacy warehouse of expired, damaged,

retumed or recalled prescription drugs to the original manufacturer or to a third-paﬁy returns processor.

22 ) (1 7) (a) "Wholesale dustnbutor" means any person engaged in wholesale distribution of drugs, including
23 but r{ot limited to; . s |
24 () manufacturers

25 (ii) repackagers;

26 - (i) own-label wholesale distributors and private-label wholesale distribufors;

21 (iv) jobbers and brokers:

28 | (v) warehouses, including manufacturers' ahd wholesale distributors' warehouses and wholesale drug

29 warehouses;

V3«3 EXNIsSTY PRI TV e @ 7 07 W

30 (vi) manufacturer's exclusive distributors and authorized distributors of record;
ngisl_atwe _ S
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(vfi) drug wholesalers or distributors;

(viil) independent wholesale drug traders;

(ix) third-party logistics providers;

(x) retail and hospital pharmacies and chain pharmacy warehouses that conduct wholesale distributions. -

(b.) To be consideréd part of the normal distribution channel, the wholesale distributor must also be an

authorized distributor of record.

Na.-\—ond. Alat s+ A s tmvpmk-g \w\r-u 3"73‘-:&3\(

(TN 1N

- {vm ‘
% In addmon to any other\‘requwements as provided by law or regulation, the board shall require the
fottowtmgTmimirmurr-inforrmatiory from each wholesale dlstnbutor applying for a license pursuant to [sections-1
throughdi His Yot |

(a) the name, full busi

ss address, and telephone number of the applicant;

(b) all trade or busines nafnes used by the applicant; ' ;

(c) addresses, telephone. numbers, and the namesv of contact persons for Kall facilifjies”used by the

applicant for the storage, handljng, and distribution of prescription dfugs; :
(d) the type of ownership or operation of the applicant, includi t not limited tlb‘corporation,

partnership, or sole propriéto hip; |

{e) the name or.naghes of the owner, operator, or of the applicant, including:

(iv)ifa roprietorship, the full name of the sole proprietor and the name of the business entity;

(9) t\e name and fingerpnnts of the applicant's designated representative for the facthty and the followmg
information relating to the designated representative:

o .
Jthe person's places of residence for the past 7 years;

",(.i?)‘ the person's date and place of birth;

Legisilative ‘ o :
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,(JHT the person's occupatlons posutions of employment, and offices held during the past 7 years;

,(.vf) the principal business and address of any busmess corporatnon or other organization in which the
person held office or in which each occupation or position of employment was carried on;

Mwhether during the past 7 years, the person has been the subject of any proceeding for the revocation
of any license and, if so, the nature of the proceeding and the disposition of the proceeding;

4ty whether, during the past 7 years, the person has been enjoined, either temporarily or permanently,

bya aourtof competent jurisdlctnon from violating any federal or state law regulating the possessuon control, or

: d|str|bution of prescnptlon drugs, together with detalls concemmg the event;

&U a description of any involvement dunng the past 7 years by the person with any business, mcludmg

any investments, other than the ownership of stock in a publicly ‘traded company or mutual fund, that

- manufactured, administered, prescribed, distributed, or stored pharmaceutical products and any lawsuits inwhich

any one of the businesses was named as a party; : IR TR SR

,(,w‘:f) a description of any felony criminal offensevof which the person, as an adult, was found guilty, .
regardless of whether the person pled guilty or nolo contendere. if the person indicates that a criminal conviction
is under appeal and submits a copy of the notice of appeal of that criminal offense; the abplicant s>hall within 15
days after the disposition of the appeal, submit to the board a copy of the final written order of disposition.
' ,(fﬂ a photograph of the person taken in the previous 30 days.

(B Fhe-inf I' ired Ho-subsection-(2) 4 it Hr

(}} The board may not issue a license to an applicant unless the board:l ‘

(a) conducts a physical inspection of the facility at the address provided by the applicant pursuant to
subsection (2)(a) if the facility is in this state; and ,

(b) determines that the designated representative meets the following qual'rﬁbationé:

(i) is at least 18 years of age; | |

(i) has been employed full time for at least 3 years in a pharmacy or with a whdlesale distributor in a
capacity relatéd to the dispensing and distribution of and recordkeeping relating to prescriptipn drugs;

(iif) is employed by the applicant full time in a managerial level position; '

(iv) is actively involved in and aware of the actual daily operation of the wholeS_aIe distributor;

(v) is physically present at the facility of the applicant during regular business hours, ;xcept when the
absence of the designated represéntative is authorized, incluﬁing but not limited to sick leave and \i'aéatinn leave; -

(vi) is serving in the capacity of a designated representative fqr only one applicant at a time except where

Législ.ative :
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more than one licensed wholesale distributor is co-located in the same facility and the wholesale distributors are
members of an affiliated group, as defined in section 1504 of the Internal Revenue Code, 26 U.S.C. 1504;
(vii) does not have any convictions under any federal, state, or local laws relating to wholesale or retail
prescription drug distribution or distribution of controlled substances and
(viii) does not have any felony convrcttons under federal, state or local laws.

(;)‘ The board shall submit the ﬂngerprrnts provided by an applicant pursuant to subsection (2)(9) to the

.department .of justice for a statewide criminal records check and for fonuardlng to the federat bureau of

IR T

investigatior for a nafionat onmtnal records check oj the applicant - . ;
(g) The board shall*requrre e!ach wholesate‘d'?ibutor applying for a Iroense to submit a bond of at Ieast_ o
$100 000 or other equivalent means of security acceptable to the board such as an rrrevocable letter of cregit

or a deposit in a trust account or financial institution, payable to the state. Chain pharmacy warehouses that are

' engaged only in intracompany transfers are exempt from the bond requirement. The purpose of the bond is to
. secure payment of any ﬁnes or penaltres imposed by the board and any fees and costs lncurred by the board

regarding the license that are authorized under state law and that the licensee fails to pay 30 days after the fines,

.penalties, or costs become due. The board may make a otalm against the bond or security until 1 year after a

license ceases to.be vahd “he bond must oover all faoilittes operated by the applicant in trus swate.

(7) The board shatl establish an account, separate from its other accounts, in which {0 deposit the
wholesale distributor bonds. '
(8) If a wholesale distributor distributes prescription drugs from more than one facility irrthis state, the

v wholesate distributor shall obtain a license for each facility.

(9) Each calendar year, the board shall send to each wholesale distgibdtor licensed under [sections 1
through 8] a form setting forth the information that the wholesale di r provided pursuant to subsection (2).

. Within 30 days after receiving the form, the wholesale distribytaf shall identify and state under oath to the board

all changes or corrections to the information. Chan f or corrections to any information must be submitted to
the board in a manner designated by the . The board may suspend or revoke the license of a wholesale

distributor if the board determines e wholesale distributor no longer qualifies for the license issued pursuant
to [sections 1 through 8] |

-7- Authorized Print Version - LC 2139
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10 A arenotsu ject to the pedigree requ'Fements of [: on as Iong as the transactions are exempt ffom pedigree

11
12
13
14
15
16
17
18
19
20
21
2
23
24
25
26
27
28
29
30

(1)

(224} Except as otherwise required by law, informatron provided pursuant to this section may not be

disclosed to any person or entity other than the board unless the information is needed for licensure or monitoring
purposes by another state entity. '

& | ~
NEW SECTION. Section 4" Restrictions on transactions (1) A wholesale distributor shall receive
prescription drug returns or exchanges from a pharmacy or chain pharmacy warehouse pursuant to the terms
and ccnditlons of the agreement between the wholesale distributor and the pharmacy or chain pharmacy

o ortlav vnssdabie.
warehouse. The returns or exchanges nclude the retums of expired, damaged, and recelleglphannaceuﬁcal

\ chedh by i receiving whel drg distnbotor aniy

products to either the origina manufacturer or toa thrrd-party retums rocessof, and-the returns or exchanges

under the federal food and drug administration's currently applicable prescription drug marketing guidelines.

Wholesale distributors and pharmacies must be held accountable for policing their returns process and ensuring
that their operations are secure and do not permit the entry of adulterated or counterfeit prescription drugs.

(2) A manufacturer or Wholesale distributor shall fumish prescription drugs only to a person licensed by
the board. Before fumishing prescription drugs to a person not known to the manufacturer or wholesale
distributor, the manufacturer or wholesale distributor shall contact the board to affirmatively verify that the person
is legally authorized to receive the prescription drugs. |

(3) Prescription drugs furnlshed by a manufacturer or wholesale distributor may be delivered only to the
premises listed on the license. However, the manufacturer or wholesale distributor may fumish prescription drugs
to an authorized person or agent of that person at the premises of the manufacturer or wholesale distributor If:

(a) the identity and authorization of the recipient is properly estabiished; and

(b) this method of receipt is employed only to meet the Immedlate needs of a particular patient of the
A authorized person.

(4) Prescription drugs may be furnished to a hospital pharmacy receiving area if a pharrnacust or
authorized receiving employee signs, at the time of delivery, a receipt showing the type and quantity of the
prescriptlon drug received. Any discrepancy between the receipt and the type and quantity of the prescription
drug actually received must be reported to the delivering manufacturer or wholesale distributor by the next
business day after delivery.

(5) A manufacturer or wholesale distributor may not accept payment for or allow the use of a person's"
or entity's credit to establish an account for the purchase of prescription drugs from any person other than the

L R
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owner or owners of record, the chief exedutive officer, or the chief financial officer listed on the license of a person
or entity legally authorized to receive prescription drugs. Any account established for the purchase of prescription

drugs must bear the name of the licensee.

NEW SECTION. Section ,’ Pedigree requirements. (1) Except for the original manufacturer of the
finished form of the prescription drug, each person, including repackagers, who is engaged in wholesale
distribution of prescription drugs that leave or have ever left the normal distribution channel shall provide a
pedigree to the person that receives the prescription drugs

(2) A retail pharmacy or chain pharmacy warehouse is required to comply with the requirements of this
section only if the retail pharmacy or chain pharmacy warehouse engages inwholesale distribution of prescription
drugs. |

(3) The board shall cenduct astudytobe oompleted no later than July 1, 2009, that includes consultation
with mahufacturers, wholesale distributors, and bharmacies responeible for the sale and distribution of
pre‘sgi‘p‘tion drug products in this state. Based on the resuits of the study, the board shall esteblish a mandated
implementation date for electronic pedigrees.thaﬁmenee&han—du%%

(4) Except for the original manufacturer of the fi nlshed form of the prescription drug, each person,

including repackagers, who is provided a pedigree for a prescription drug and who attempts to further dlstnbute

_that prescription drug shall affirmatively verify before any distribution of a prescription drug occurs that each

28

transaction listed on the pedigree has occurred.

(5) The pedigree must include all necessary identifying information concerning each sale in the chain of
distribution of the product from the manufacturer through acquisition and sale by any wholesale distributor or
repackager until final sale to a pharmacy or other person dispensing or administering the prescription drug. At
a minimum, the pedigree must include:

(a) the name, address, telephone number, and, if available, e-mail address of each owner of the
prescription druig and each wholesale distributor of the prescription drug;'

(b)the name and address of each location from which the prescription drug was shipped, if different from
the owner's; '

(c) transaction dates; ,

(d) certification that each recipient has au‘thenticated‘the pedigre_e;

UL

(e) the name of the prescription drug; -
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(f) the dosage form and strength of the prescription drug;

(9) the size of the container;

(h) the number of containers;

(i) the lot number of ihe prescription drug; and ,

() the name of the manufacturer of the finished dosage form.

(6) Each pedigree must be:

(a) maintained by the dispensing pharmacy or individual and the wholesale distributor for 3 years from
the date of sale or transfer; and |

(b) available for inspection or use within ﬂbusineés days upon a‘request by the board or an authorized
officer of the law.

(7) The board shall adopt rules, including a standard form, relating to fhe fequirements of this section no
later than 90 days after [the effective date of this section].

NEW SECTION. Section Q Enforcemenf - cease distfibution order. (1) The board shall isSue an

order requiring the appropriate person, including the manufacwrers, wholesale distributors, or retéiléfg of tljé
prescription drug, to immediately cease distfibution of the pfescription drug in or to this state if the board ﬁndé
that thefe is a reasonable probability that:

(a) a wholesale distributor, other than a manufadturer, has:

(i) violated a provision of [sections 1 through 8]; or ‘

(ii) falsified a pedigree or sold, distributed, i’ansferred', manufactured, repackaged, handled, or held a
counterfeit prescription drug intended for human use;

(b) the prescription drug at issue in Subsection (1)(a)(ii) could cause serious, adverse health
consequences or death; and

(c) other procedures would result in unreasonabb Helay.

(2) An order under subsection (1) must provide the person subject to the order with an opportunity for
an informal hearing, to be held not later than 10 days after the\date‘of the issuance of the order, on the actions |
required by the order. If, after a hearing, theihoard determines that inadequate grounds exist to support the
actions required by the order, the board shall yacate the order.

NEW-SECTHON—Section7Prohibited-activities. (7) It is unlawful for a person to perform or cause
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the performance of or aid and abet any of the following acﬁs in this state:
s pavy
(a)failure to obtain alicense in accordance with [seeuenﬂ-through-e] or operating without a valid license

when a license is required by [ ot

(b) receiving prescription drug returns or exchanges from a pharmacy or chain pharmacy warehouse,
unless the requirements in [section:=(1 )] are met;

(c) selling, distributing, or transferring a prescription drug to a person who is not authornzed to receive
the prescription drug under the law of the jurisdiction in which the person receives the prescnptron drug in
violation of [section 4(2)] '

(d) failing to deliver prescrlptron drugs to specrf ied premlses as requrred in [sectron-4(3)]

(e) accepting payment or credit for the sale of prescnptron drugs in violation of [section 4(5)],

et 6 Po
(f) failing to marntaln or prowde pedrgrees as requlred by [secﬂene—k&reugh-e];
“‘“...\C M
(g) failing to obtain, transfer, or authenticate a pedigree as required by-{sem}-mwugbﬁ];

(h) providing the board or any of its representatives or any federal official with false or fraudulent records
or making false or fraudulent statements regarding any matter within the provrsrons of {aeeﬂene—éthreugh—&]

(i) obtaining or attempting to obtain a prescription drug by fraud, deceit, or misrepresentation or engaging
in misrepresentation or fraud i in the distribution of a prescnptlon drug;

. (j) except for the wholesale distribution by manufacturers of a prescription drug that has been dehvered
into commerce pursuant to an application approved under federal law by the food and drug administration:

(i) the manufacturing, repackaging, selling, transferring, delivering, holding, or offering for sale of any
prescription drug that is adulterated, misbranded, counterfeit, or suspected of being counterfeit or that has
otherwise been rendered unfit for distribution; or

| (ii) the adulteration, misbranding, or counterfeiting of any prescription drug;

(k) receiving any prescription drug that is adulterated, misbranded, stolen, obtained by fraud or deceit,

~ or counterfeit or that is suspected of being counterfeit and delivering or proffering delivery of the prescription drug

for pay or otherwise; or

(1) the alteratron mutilation, destruction, obliteration, or removal of the whole or any part of the Iabeling
of a prescription drug or the commission of any other act with respect to a prescription drug that results in the
prescriptign drug being misbranded.

3 ' :
) The acts prohibited in subsection (4 do not include a prescription drug manufacturer or an agent of

the manufacturer obtaining a prescription drug for the sole purpose of testing the prescription drug for authenticity.

Legisiative ' r
rvices -11- - Authorized Print Version - L.C 2139
D, . ion v :




60th Legislature C S LC2139.01

1 a\ of Scehve B (S aveended tu 37 -7-003
NEW SECTION. Section 8. Criminal penalties, (1) A person who negligently engages in the

2

3 wholesale distribution of prescription drugs in violation of o i is guilty of a felony and, upon
4 ' conviction, shall be punished by imprisonment for not more than 15 years, by a fine not to exceed $50,000, or
5 both. |

6 (2) A person who knowingly engages in wholesale dlstnbutlon of prescription drugs in wolatlon of
7
8

3 Pavy
Mené-ﬂw?oug?r&hs guiity of a felony and, upon conviction, shall be punished by nmpnsonment for not more

, than 25 years, by fine not to exceed $500,000, or both.
—8> NEw SETTIoN. Seebiol ], Sevon bt \\x.‘ .

10 NEW SECTION. Section! Codification instruction. [Sections Athrough 8] are intended to be
37, chayier 7, pat b
11 . codified as an mtegral part of Title 98 ‘and the provnsions of Title 38 ap;:x“to [sectlons A through 8].

12 | B -END-
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